Appl. No. 10/816,551 PATENT 
Reply to Office Action of November 18, 2008 

Amendments to the Claims: 

This listing of claims will replace all prior versions and listings of claims in the 
application: 

Listing of Claims: 

1 . (Previously presented) A method of treating hot flashes in a patient comprising 
administering to the patient in need of such treatment a therapeutically effective amount of 1- 
{[(o!-isobutanoyloxyethoxy)carbonyl]aminomethyl}-l-cyclohexane acetic acid or a 
pharmaceutically acceptable salt, hydrate or solvate thereof. 

2. (Previously presented) A method of treating hot flashes in a patient comprising 
administering to the patient in need of such treatment a pharmaceutical composition comprising 
a therapeutically effective amount of l-{[(a-isobutanoyloxyethoxy)carbonyl]aminomethyl}-l- 
cyclohexane acetic acid, or a pharmaceutically acceptable salt, hydrate or solvate thereof and a 
pharmaceutically acceptable vehicle. 

3. (Canceled) The method of Claim 1, wherein the 1 {[(a 
isobutanoyloxy e thoxy)carbonyl]aminomethyl) 1 cycloh e xan e ac e tic acid or a pharmaceutically 
acceptable salt, hydrat e or solvat e th e r e of is crystallin e 1 {[(a 
isobutanoyloxyethoxy)carbonyl]aminomethyl) 1 cyclohexan e ac e tic acid. 

4 . (Previously presented) The method of Claim 1 or Claim 2, wherein the patient is 
an adult and the l-{[(o;-isobutanoyloxyethoxy)carbonyl]aminomethyl}-l-cyclohexane acetic acid 
or a pharmaceutically acceptable salt, hydrate or solvate thereof is administered in a dose of 300 
to 3600 mg gabapentin equivalents per day. 

5. (Currently amended) The method of Claim 1 , Claim 2,_or Claim 3, Claim 23, 
Claim 25 or Claim 26, wherein the patient is a female patient. 



2 



Appl. No. 10/816,551 

Reply to Office Action of November 18, 2008 



PATENT 



6. (Original) The method of Claim 5, wherein the female patient is postmenopausal. 

7. (Original) The method of Claim 6, wherein menopause is drug induced or surgically 
induced. 

8. (Currently amended) The method of Claim 1, Claim 2,_or Claim 3, Claim 23, 
Claim 25 or Claim 26, wherein the patient is a male patient. 

9. (Previously presented) The method of Claim 5, wherein the hot flashes are drug- 
induced. 

10. (Canceled) 

1 1 . (Currently amended) The method of Claim 1 , Claim 2,.or Claim 3 , Claim 23, 
Claim 25, or Claim 26, wherein the l-{[(a-isobutanoyloxyethoxy)carbonyl]aminomethyl}-l- 
cyclohexane acetic acid or a pharmaceutically acceptable salt, hydrate or solvate thereof is 
administered orally. 

12. (Previously presented) The method of Claim 2, wherein the pharmaceutical 
composition is a sustained release oral dosage form. 

1 3 . (Currently amended) The method of Claim 12, wherein the dosage form releases 
the l-([(o:-isobutanovloxvethoxv)carbonvllaminomethvl}-l-cvclohexane acetic acid prodrug 
gradually over a period of at least about 6 hours after swallowing the dosage form, thereby 
providing a therapeutic concentration of l-(aminomethyl)cyclohexane acetic acid in the plasma 
of the patient. 
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14. (Original) The method of Claim 12, wherein the dosage form is an osmotic dosage 
form, a prodrug-releasing polymer, a prodrug-releasing lipid, a prodrug-releasing wax, tiny 
timed-release pills or prodrug releasing beads. 

15-22. (Canceled) 

23. (Canceled) The method of Claim 2, wherein the 1 {[(a 
isobutanoyloxy e thoxy)carbonyl]aminom e thyl) 1 cycloh e xan e acetic acid or a pharmac e utically 
acc e ptabl e salt, hydrate or solvat e th e r e of is crystallin e 1 {[(a 
isobutanoyloxy e thoxy)carbonyl]aminomothyl) 1 cyclohexane ac e tic acid. 

24 . (Canceled) The method of Claim 3 or Claim 23, wherein th e patient ia an adult 
and th e crystallin e 1 ([(O! iaobutanoyloxyethoxy)carbonyl]aminomethyl) 1 cyclohexane ac e tic 
acid is administ e red in a dose of 300 to 3600 mg gabapontin e quivalents per day. 

25. (Canceled) Th e method of Claim 1, wherein the 1 {[(a 
isobutanoyloxy e thoxy)carbonyl]aminomothyl) 1 cycloh e xane ac e tic acid or a pharmaceutically 
acc e ptable salt, hydrat e or solvate thereof is 1 ([(a 
isobutanoyloxy e thoxy)carbonyl]aminom e thyl) 1 cycloh e xane ac e tic acid. 

26. (Canceled) The method of Claim 2, wherein the 1 ([(a 
isobutanoyloxyethoxy)carbonyl]aminom e thyl) 1 cyclohexan e acetic acid or a pharmac e utically 
acceptable salt, hydrate or solvate thereof is 1 ([(a 
isobutanoyloxy e thoxy)carbonyl]aminomothyl) 1 cycloh e xane ac e tic acid. 

27 . (Canceled) The method of Claim 25 or Claim 26, wherein the pati e nt i s an 
adult and the 1 {[(a isobutanoyloxy e thoxy)carbonyl]aminomethyl) 1 cyclohexane acetic acid is 
administered in a dose of 300 to 3600 mg gabapentin e quivalents per day. 



4 



Appl. No. 10/816,551 PATENT 
Reply to Office Action of November 18, 2008 

28. (Previously Presented) The method of Claim 5, wherein the female patient is 
menopausal. 

29. (Canceled) The m e thod of Claim 3 or Claim 23, wh o roin the crystalline 1 [[(a 
isobutanoyloxyethoxy)carbonyl] aminom e thyl) 1 cycloh e xan e acetic acid has charact e ristic 
peaks at 7.0° ± 0.3°, 8.2° ± 0.3°, 10.5° ± 0.3°, 12.8° ± 0.3°, 1 4.9° ± 0.3°, and 16.4° ± 0.3° in an 
X ray powd e r diffractogram using Cu Ko; radiation. 

30. (Canceled) The method of Claim 3 or Claim 23, whor o in th e crystalline 1 ([(a 
isobutanoyloxyethoxy)carbonyl] aminom e thyl) 1 cycloh e xane ac e tic acid has characteristic 
peaks at 7.0° ± 0.3°, 8.2° ± 0.3°, 10.5° ± 0.3°, 12. 8 ° ± 0.3°, 14.9° ± 0.3°, 16.1° ± 0.3°, 17.9 ± 
0.3°, 18.9 ± 0.3°, 20.9 ± 0.3°, 23.3 ± 0.3°, 25.3 ± 0.3°, and 26.6 ± 0.3° in tho X ray powd e r 

3 1 . (Canceled) Tho method of Claim 3 or Claim 23, whoroin tho crystalline 1 ([(a 
isobutanoyloxy e thoxy)carbonyl] aminomethyl) 1 cyclohexane acetic acid has charact e ristic 
peaks at 7.0° ± 0.3°, 8.2° ± 0.3°, 10.5° ± 0.3°, 12.8° ± 0.3°, 11.9° ± 0.3°, 16. 1 ° ± 0.3°, 18.1 ± 
0.3°, 18.9 ± 0.3°, 20.9 ± 0.3°, 23.3 ± 0.3°, 25.3 ± 0.3°, and 26.6 ± 0.3° in tho X ray powd e r 
diffractogram using Cu Ka radiation. 



32. (Canceled) Tho m e thod of Claim 3 or Claim 23, whoroin tho crystallin e 1 [[(a 
isobutanoyloxy e thoxy)carbonyl] aminomethyl) 1 cycloh e xane acetic acid has characteristic 
p o oka at 7.0° ± 0.3°, 8.2° ± 0.3°, 10.5° ± 0.3°, 12.8° ± 0.3°, 11.9° ± 0.3°, 16.1° ± 0.3°, 17.9 ± 
0.3°, 18.1 ± 0.3°, 18.9 ± 0.3°, 20.9 ± 0.3°, 23.3 ± 0.3°, 25.3 ± 0.3°, and 26.6 ± 0.3° in tho X ray 
powder diffractogram using Cu Ka! radiation. 



33. (Canceled) Tho method of Claim 3 or Claim 23, whoroin the crystalline 1 [[(a 
isobutanoyloxyethoxy)carbonyl] aminom e thyl) 1 cycloh e xan e acetic acid has a melting point 



5 



Appl. No. 10/816,551 PATENT 
Reply to Office Action of November 18, 2008 

rang e of betwe e n about 63 °C and about 6 4 °C as det e rmined by differential scanning 
calorimetry at a scan rat e of 5 °C/minute. 

34. (Canceled) The method of Claim 3 or Claim 23, wher e in the crystalline 1 ([(a 
isobutanoyloxyethoxy)carbonyl] aminomethyl) 1 cyclohexane ac e tic acid has a m e lting pint 
range of betwe e n about 6 4 °C and about 66 °C as determin e d by open capillary m e lting point 
determination. 

35. (Canceled) Th e method of Claim 29, wherein th e pati e nt is a femal e pati e nt. 

36. (Canceled) The m e thod of Claim 35, wherein th e femal e patient is m e nopausal. 

37. (Previously Presented) The method of Claim 8, wherein the hot flashes are drug- 
induced. 

38. (Cancelled) The method of Claim 29, wherein the 1 [[{a 
i s obutanoyloxyethoxy)carbonyl] aminom e thyl) 1 cyclohexan e acetic acid or a pharmaceutical^ 
acceptable salt, hydrate or solvat e th e reof is administ e r e d orally. 

39. (Canceled) The m e thod of Claim 32, wherein the 1 {[(a 
isobutanoyloxyethoxy)carbonyl] aminom e thyl) 1 cyclohexan e ac e tic acid or a pharmac e utically 
acceptable salt, hydrat e or solvat e th e r e of is administ e r e d orally. 

40. (Canceled) Th e method of Claim 32, wh e r e in th e pati e nt is a f e male patient. 
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